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CHENGALPATTU
Equi t Namae: Offline Particle Counter (non-
ki '|\rlabla]

Project #]120310
Document #|DS-OFC 01

|| This eqmpment is used for non wable partlcle counting in clean rooms B ] N B
:I U — — — — — e

pment {Il- |

Q1 -PTC 01-10 ' '
Technica : T e

L1 |Model ¢GMP with CE marking
2 | Type Portable

3.3 |Accessories required | Vendor to specify

| 10 nos
2 [Noise level Vendor to specify
3.6 | Channels 0.5, 1.0, 2.0, 3.0, 5.0,10.0 um
| 3.7 |Flow rate 100 LPM & 5% for 0.3 pm particles
| 3.8 | Calibration Should meet ISO 215014 requirements

3.8 | Maximum concentration |688,495 / ft*

10| Counting efficiency 50% % 20% for most sensitive threshold.

|Zero count Should meet ISO requirements

Long term data storage / 21 CFR compliance (vendor to specify the minimum data

Sl Data storage storage capacity and duration)

.' Room identification

3.13 /] system Required

14 | Communication modes |USB data downloading/Ethemet or RS 232

15 |Remote operations Real time download

B | Software As per vendor specification.

7|Languages English

3.18 Compliance Should meet ISO requirements

: 19| Operating environment |Temperature 0-30°C,Humidity 5-95% RH non -condensing

Battery charging time Vendor to specify

Spe P it 3
Should have Removable batterles with optional external charger for contlnous moblle use.
Should store sampling receipt to reduce operator errors

|Long term data archiving with data analyst software

Local printout for immediate hardcopy results

|USB electronic printouts for long term storage

Should have onsite service,calibration support and service contracts

7 ||Equipment shall have the option of integrating temperature and humidity sensors
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nne pharmaplan’ Equipment Name: viable) ,__,.Bl e
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The system shall be capable to generate a variety of standard reports defined by industry standards, such as EU
|GMP Annex 1 (2008) / FS 209E / ISO 14644

The equipment should be easy to use and clean.

. . - eric quipmien I | ' _ |

There should be no crevices,so as to avoid dust accumulation.

| qulat: uideli tandarc ]
k 4
!' | The equipment shall be as per cGLP standards.

21 CFR part 11 compliance

fety requiremen : _'

Appropriate closure of all parts .

Following documents, but not limited to these, are expected from the vendor as part of the supply package
in hard copy as well as editable electronic file:

11Q/0Q/PQ validation documentation/onsight activation

Operation and maintenance manuals

: Calibration certificate should be provided

Warranty certificate for minimum of 1 year from the date of completion
List of standard spare parts with ordering information.

Onsite calibration / other terms of calibration

Training for the technical persons to be included to handle the equipment.
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PMS, Met one, TSI = '

- — i

- 11.1 Not Applicable

NOTE: Accurate size and technical specification need to be mentioned by the vendor
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10-02-2016 Yogesha M J 01 All by HBL dated 09-02-2016 by
mail

al

able-3: An
Not ap

pliabl

File name: NPI-120310-EQP-DS-OFP-01 Page 3/3



